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‘[”t]is icl[L*r is wri([ct) in rcfcrcncc to your firm’s marketing and distribution of Sf}V-30

( “iI\)si IIL’s, :111 Ilc’f 1):11 cx[r;ict ‘.)!’ the boxwood cvcrgrecn tree, which is offered as an antirctroviral

ti)r Il]c [r~iitll)c’[]t I.)1’I llV/All)S il~fcct ions

“1’1~~ dILIg is ll~isl~ri~lldcd [$502(0)] bccauw its Iabcling is false and miskading since it

SIIggCSIS 111:11SI)V-.30 is sal’c i]nd cfl’cctivc for its intcndd usc wcn though this is not the case.

“]”t~c tIrLIgis i~l~() i~~is[)ri\[](lc(l [ $ SOZ([)( i )] txcausc its Iabcling fails to bear adequate directions for

tlsc.



A.-... ● .*...--,.. . -.,. . “ ,

.

}’t)LI should take prompt action to correct these violations. Failure to promptly correct
Ihcsc \’iol;\[io[]s” may result in cn~orccmcnt action being initiated by the Food and Drug

,\(ll)\it]is[l;\[iol~ ~~’i(l~(~ut il~rtlwr no(icc. The Ad prcvides fhr the seizure ofiliegal prodl:cts :Ind for

if)j(li)~”lioll dqdif]sl II]u Illal]lllllcturer and/(~r distributor (J!”ill(:~~ul prmlucts.

IJICiISCn~}(ify this {J!licc in writing within 15 working days of rcccipt of this letter as to the

s~)ccitic :lc[iol~s yL)LI haw taken to correct the stated violations, including an explanation ofcach

>icl) l;cii~g i;ik~[~ to idmtifi: and make corwc!i~ns (o aswrq thfit similar violations will not recur.

lt”c(~l rw[ivc actions cannot bc complctcd within 15 working days, state the reason for the dcl~y

bc imptcmcntcd.

Goldwitz, Compliance Offlccr, Food and Drug

Ncw York I 1232.

Diana Amador

Acting District Director
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